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NETT Ancillary Clinical Trial Protocol Summary 

	Title of Study:        


	Principal Investigator(s):      

	Institution:      

	Co-Investigator(s):      
	Person providing statistical support:      


	Proposed Performance Sites:  

All NETT Hubs  FORMCHECKBOX 

Specific NETT Hubs   FORMCHECKBOX 

Please List:       
	All NETT Hubs plus additional performance sites  FORMCHECKBOX 

Please List:       

	Will results of this study be submitted as part of a planning grant or grant application?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 


	Will this trial require FDA approval?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 


	Project Description

	Purpose of trial:      

	Briefly describe the scientific rationale for the study:      

	Briefly describe the investigators qualifications:      

	Number of subjects to be enrolled:       

	Type of data and/or specimens requested:      

	Study staff collecting data and/or specimens
	         

	Study Coordinators  FORMCHECKBOX 

	EMS Professionals  FORMCHECKBOX 


	Hub Investigators  FORMCHECKBOX 

	Data Coordinating Center staff FORMCHECKBOX 


	Other  FORMCHECKBOX 
  Please describe:      
	Clinical Coordinating Center staff FORMCHECKBOX 


	Potential impact (negative and/or positive) of ancillary study on parent study:      

	Study Abstract-(no more than 100 words):      


	Human Subject Considerations

	Patient selection criteria:  

     1. List Inclusion Criteria

               
     2. List Exclusion Criteria

                


	Describe method for identifying and recruiting subjects for the trial:      

	Describe the informed consent process:      

	Describe how the intervention will be administered, including dose and duration as applicable:      

	Explain method for obtaining and collecting regulatory documents and ensuring compliance:      

	Describe the interim monitoring plan, including the schedule of interim analyses and guidelines for stopping the study for reasons of efficacy, safety, futility, or poor study performance:      

	Describe ethical and consent considerations of the proposed protocol:      

	Describe plan for follow-up: 

        

	Data Collection, Analysis and Management



	Define study outcomes:      
List study endpoints:      
          

	Describe the method of data collection:      


	Where will study data be kept?      

	Person providing statistical support:      


	Describe the statistical and clinical basis for the sample size calculation:      


	Briefly describe the study design and indicate, in general terms, how the design will fulfill the intent of the study:      


	Financial Considerations

	Funding source/sponsor(s):      Grant  FORMCHECKBOX 
     Corporate Sponsor  FORMCHECKBOX 
      In-kind/institutional  FORMCHECKBOX 

Name of sponsor:      

	Resources required (check all that apply):      Personnel  FORMCHECKBOX 
     Equipment  FORMCHECKBOX 

Please describe:      

	Effort required at by study staff at each Hub Complex (hours per month* number of staff):      

	Total estimated cost of project (direct + indirect): $      

	Do you or any member of the study group have a financial conflict of interest or hold a patent with the use of the intervention and/or investigational product employed with this protocol?  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

	I have read and agree to the NETT publications policy as outlined in the NETT Publications Policy SOP.  

	Name:      ____________________________________
	Date:      /20     
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